Informed consent -help or hindrance
Few patients or volunteers can ever claim to understand fully or be acquainted with all the facts relating to a study in which they have been asked to participate. Thus patient consent is a key area in the debate on ethics in biomedical research'. There are two fundamental principles of Anglo-American law regarding the doctor-patient relationship; the presence of a fiduciary relationship between the doctor and patient, and the right of patient self-determinatiorr'. Under the concept of fiduciary relationship, a person in whom another has placed a special trust or confidence (as a result of his or her special training or expertise) is required to act in good faith and in the interests of the person reposing the trust or confidence. Such a relationship imposes on the doctor a duty to disclose to the patient all pertinent facts regarding diagnosis and proposed treatment. In regard to self-determination, a legally competent person has the right to decide what is to be done to his or her body and cannot be compelled to accept treatment.
From these two principles, the concept of informed consent has developed. It was thought and stated that in the absence of legally effective consent or some other legal justification, a doctor would normally incur criminal and civil liability if any medical procedure was carried out involving bodily touching", In recent years, Lord Scarman (1986)4 has suggested that the law is no longer based on the principle whereby touching someone without their consent is an assault. It has been pointed out by Havard (1989) 5 , however, that although this may be the case, doctors still can be held negligent for having failed to obtain consent if damage to the patient occurs inadvertently as a result of treatment under these circumstances.
So what is informed consent and can it be defined? Scarmarr' put it succinctly when he stated 'if a patient is fit to receive information and wishes to receive it, the doctor must 'brief' the patient so that he can make a free and informed choice'. He went on to state that 'medical paternalism' is no longer acceptable as a matter of English law and that the 'sovereignty' of the patient was reinstated.
If there is a principle in law on which informed consent is based, and a definition of what it means, perhaps the obvious question to be asked is why do we need it and why is it such a contentious issue? First of all, there should be mention of 'implied consent'. The patient visits a doctor for advice and help. Implicit in this 'consultation' is that confidential information will be given, physical examination performed, and treatment given without asking formally for consent''. This attitude, however, is changing and the basis for implied consent is narrowing. An example of this is that 20 years ago most pregnant women would have had blood taken for a variety of baseline tests, including a Wassermann Reaction (WR). The rationale was simple; congenital syphilis caused damage to the embryo and child and syphilis was comparatively easily treated by penicillin. No permission was requested to do this investigation. A similar situation possibly exists today in regard to the HIV virus, yet the attitude to such routine testing, and implied consent, has changed dramatically. Today, certain forms of implied consent are less acceptable and we enter the realm of informed consent.
Why is informed consent needed? The following six reasons for obtaining informed consent have been suggested", These are: 1 Respect for individual autonomy 2 Protection of patients and subjects 3 Avoidance of fraud or duress 4 As a means of self-audit by professionals 5 The promotion of rational decisions 6 The promotion of public and social values The first three are clearly individual advantages, whereas the last three are more reminiscent of social utilitarianism. With the advantages provided by informed consent and the methods of obtaining it, is the implicit acceptance that it is also valid consent. Here, consideration must be given to whether the disclosure of information was sufficient in quantity; was it fully comprehended; was it truly voluntary (can it ever be fully voluntary); and was the patient competent? In regard to the latter, there are borderline cases in relation to age, such as with the very young and old, and mental awareness, where there might be some doubt that the consent was or is valid.
In a different approach, Mahler et al. 7 have put forward some ethical principles on which informed consent is based as follows: 1 Maximization of good to patient 2 Minimization of harm 3 Individual's right to self-determination (autonomy) 4 Maximization of good to society (utilitarianism) 5 Interests of the physician It is interesting to note that these principles were put forward by a group involved in research into medical cost containment, hence, perhaps, the utilitarian principle. It is accepted, of course, that the interests of the physician are less important and carry less moral standing than the other four principles. Patients, physicians, investigators and groups of the general population place different emphasis on these principles. Values may be expressed in context of a relationship, such as patient/clinician or subject/investigator. Models of the patient/clinician relationship can be derived that give insight into the way in which informed consent may be viewed and hence obtained. The engineering model has the physician as a value-free technical consultant to the patient. The priestly model, on the other hand, views the physician as making value judgments and decisions for the benefit of the patient. The collegial model portrays physicians and patients as colleagues with common goals whereas the contractual model depicts interactions between patient and physician as being defined by a set of mutual agreements, and does not assume mutual loyalty or aims. Lastly, the convenantal model emphasizes a personal relationship based on fidelity, but not necessarily mutual interest. Here, the principle of self-determination is valued highly as a part of personal respect.
In all these models, minimizing harm is secondary to the principle of maximizing good to the patient, yet minimization of risk forms an important part of assessment of net benefit to the patient. Traditional medical ethics have been dominated by the principle of maximization of net benefit. This principle is less pressing when clinical trials are being undertaken, since maximizing good is inherently impossible in a randomized clinical trial using the null hypothesis, ie the investigator is truly unsure which treatment is better. Here, self-determination is often a central theme and minimization of harm becomes more important.
If we accept that informed consent is a necessary prerequisite to, say, a clinical trial, does it introduce extra bias to that trial? Does the fact of asking for fully informed consent and providing the necessary information on which to base a decision, affect therapeutic outcome? Dahan et al. 8 investigated this possibility in a clinical trial of the hypnotic activity of a placebo. Patients were paired and one of each pair was assigned to a control group where there was no informed consent. The other one ofthe pair was asked for informed consent. The results showed a significant difference between the two groups with a better hypnotic activity in the control group and a higher incidence of four spontaneously reported side effects in the consent group (sweating, headache, hypotonia, anxiety). The conclusion was that obtaining consent increased the duration of the trial, modified the characteristics of the population in the trial, and affected the therapeutic response. Indeed, it has been shown that the consent form itself can be a cause of side effects. In a comparative study of aspirin or sulfinpyrazone for unstable angina, there was a six-fold increase in withdrawals due to minor gastrointestinal side effects in the two centres where a statement outlining the possible gastrointestinal side effects was given to the patient, compared to the one centre where such a statement was not given", Finally, on this aspect, Simes et al.10 have shown that the ways in which informed consent are obtained can affect outcome. A comparison of the individual approach with verbal consent versus a uniform policy of total disclosure of all relevant information with both verbal and written consent, showed that the latter gave a better understanding of the procedure, but less willingness to agree to randomization and increased anxiety.
The problems of obtaining informed consent in randomized clinical trials and the effect upon outcome have led to counter suggestions and arguments. It has been argued strongly that there should not be a need always to have informed consent!'. The question was asked whether it is ethical to allocate normal treatment haphazardly according to individual surgeon/physician preference without consent, yet wrong to conduct a randomized controlled trial without consent? On the other hand, the view has been taken that the concept of secret randomized controlled trials is wholly unacceptable and the reasons offered to justify them both unconvincing and unaatisfactory'P. Another important factor to take into consideration when deciding on a policy of full informed consent is how informed is the consent? Byrne et al.13 interviewed 100 patients undergoing a surgical operation. All were seen by a consultant and fully informed on the reason, nature, and type of operation they were to have. The same day, a junior doctor repeated these details and obtained written informed consent. These patients were then interviewed 2-5 days after operation. All knew that they had had an operation, but 27 did not know which organ had been operated on and 44 were unaware of the exact procedure. It would be a mistake, therefore, to consider full informed consent as necessarily exempting the doctor from ensuring in some other way that the patient really knows what is happening.
It is important to determine what patients themselves think of informed consent, rather than just leave it to ethicists and other interested professionals. In a Danish survey of the attitudes of patients to scientific-ethical questions, around 98% of those surveyed thought clinical trials were essential!'. Although 88% also considered informed consent to be essential, 77% would agree to being entered into a clinical trial if they were unable to give informed consent due to age, senility or other illness, provided a relative was satisfied with the ethics and need for the study. Following on from this, there are patients who wish to take part in clinical research but do not want to be involved with fully informed consent procedures. How should this group be dealt with? Here, differences between American and UK practices become apparent. In the USA, it is now accepted that the patient must be informed of the possible adverse consequence of submitting to treatment or research. In the UK, the patient is usually only told about such risks that a responsible body of medical opinion would regard as relevant''. It would seem unlikely that a patient could be allowed to enter a clinical trial in the USA that was conducted under the general umbrella of an Institutional Review Board (IRB) without being given full informed consent, whether he wanted it or not. In the UK, the outcome is less certain as ethics committees are more autonomous than IRB's and their workings are not governed by governmental regulation. Indeed as an example of what governmental regulation on ethics can do, it has been pointed out that IRB's may prevent a study in which fully informed consent has been given and accepted by knowledgeable scientists (acting as subjects) because IRB regulations state: 'the IRB shall determine that ... risks to subjects are reasonable in relation to anticipated benefits ...15. A value judgment if ever there was one.
Two contradictory arguments seem to be put forward when considering the entry of patients into randomized clinical trials (RCTs). Firstly, that the routine (or placebo) management group loses out because it is denied the new treatment. Secondly, it is often stated that the new treatment group is exposed to unwarranted risk. Silverman'" showed that in a survey of 46 RCTs, on balance there was no net gain or loss when a new treatment was compared with standard management. That is, an approximately equal number of studies showed the new treatment to be no better than the old and vice versa -a powerful example of the value of a randomized clinical trial and the null hypothesis. A further problem has arisen from the obsession in many countries with individual decision making. This may obscure the general importance of distinguishing between situations that require personal consent and those which require community approval. The latter may be more appropriate for public health programmes, for example, particularly in underdeveloped countries. The danger here, and one which is put forward against such community-type approval processes, is that there may be an assumption of 'cum finis est lictus, etiam media sunt licita' (freely translated as 'the ends justifying the means').
There is perhaps a case, therefore, for some overall body to supervise the conduct of RCTs, although whether this should also apply to ordinary therapeutic care is less certain. In the USA, RCTs come under the control of Institutional Review Boards (IRBs) as defined in the Federal Register (1981) 17. In the UK, there is no legislation but merely recommendations that ethical committees should be consulted before all research projects are undertaken. These recommendations have been strengthened by the recent report from the Royal College of Physicians that states that ethical approval for a research project should be mandatory". The use of a dual system in the USA sometimes causes confusion outside that country. It is not unusual for university medical centres and other hospitals in the USA to have 'ethics committees' in addition to IRBs. These committees supervise ordinary therapeutic care and decision making, eg who gets dialysis or a heart transplant. No such committees exist in the UK, although ad hoc rationing may occur if demand outstrips supply, as in the availability of haemodialysis facilities.
Ethics committees in the UK and IRBs in the USA determine the type and extent of informed consent required for a particular research project. Are there any methods that may aid the patient or doctor in receiving information and obtaining consent? A relatively simple aid is a 'fact sheet' explaining the research being undertaken, the choices and the possible outcomes. Progressing further, algorithms can be devised to ensure that all the relevant information is given to the patient, no questions are left unanswered and the patient is led logically to either give or withhold consent. A decision tree may be drawn to illustrate the various steps and value judgments to be made in relation to the research, particularly when it might have a direct bearing on the patient's illness. Algorithms and decision trees can be computerized, so that the patient may make up his own mind free of any bias due to the presence of a physician. Where personal bias might occur, as in the case of an enthusiastic doctor, the use of a 'patient's friend' has been suggested'", That is, someone not involved with the research, but who is knowledgeable about the risks and can advise and inform the patient if necessary. All these methods assume that informed consent will be requested. Thought has been given to avoiding altogether the need for informed consent in RCTs and hence the problems that arise from it. One of the best known methods has been put forward by Zelen 2o • He proposed that in a RCT comparing a best standard therapy with an experimental therapy, the patient is randomized to one of two groups. The first group is given standard therapy and, because it is standard, informed consent is not required. The second group is due to receive the new therapy. The patient is asked if he or she will accept the new treatment. If the answer is no, then standard therapy is given; if yes, the new therapy is administered. The analysis compares the two groups regardless of choice. Any loss of statistical efficiency can be overcome by increasing the numbers enrolled. The benefit of this approach is that everyone who wants to receive the standard therapy gets it, so there is no need for informed consent in this group. It is also considered by Zelen ethical not to offer the experimental treatment to all, as it is a privilege to receive it. Against this approach is the fact that patients are still entering an RCT without informed consent, and the suggestion that receiving new therapy is a privilege denies the possible chance to opt for it. Zelen's suggestion, whilst theoretically interesting, does not seem to have been tried or tested in practice.
As a final comment on whether informed consent should be required or not, it is interesting to discuss the defences to claims where informed consent was not given. Here, the arguments are normally in regard to failure to inform on treatment outcomes and thus based on medico-legal arguments, rather than moral and philosophical arguments. Miller-puts forward a number of defences, stating that obviously the extent to which they can be relied upon usually depends upon the facts of a particular case. He suggests therapeutic privilege, remote risk, risk commonly known, emergency, risk not known to physician (as long as this is acceptable ignorance and not a violation of duty to provide care) and waiver by patient.
The provision of information by a specialist for a layman, such that the layman can truly make an informed decision and choice is one of the most difficult tasks for any profession. It is especially difficult when the relationship is one of patient/ physician for a number of reasons, not the least being a long history of paternalism by the medical profession. The general public's attitude to ethics and informed consent has altered considerably over the past 40 years. Today, self-determination and patient autonomy are regarded as all important. This perception has and will alter the thrust of treatment and research, with the patient playing a greater part in the choices available. Whether this will improve therapy and research and make the patient and doctor happier, only time will tell. Classification of neurotic disorders
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In the last decade there have been a number of community surveys that have used structured diagnostic interviews. In England and in Australia studies with the Present State Examination found that 9-12% of adults had symptoms consistent with a psychiatric diagnosis, most of the cases being anxiety or depressive neuroses'. In the USA, Canada and New Zealand studies with the Diagnostic Interview Schedule have shown a higher rate of caseness, but that instrument encompasses personality disorder, alcohol and substance abuse in ways that the English interview did not 2 • Again however the conclusion is the same, that most of the cases identified in these population surveys would have been classified as suffering from the anxiety and depressive neuroses, had the International Classification of Diseases and not the American classification been used. The anxiety disorders, phobias, panic disorder and obsessive compulsive disorder were among the most common illnesses.
Only one in five of cases who met criteria for a disorder had sought treatment during the 6-month period prior to the survey, most consulting a general physician rather than a psychiatrist or other mental health specialist. The anxiety disorders, presenting as they do with somatic symptoms, often go unrecognized and generate considerable costs through fruitless investigation and referral as some physical explanation of the symptom is sought. This confusion is lessening as the component syndromes that make up the anxiety disorders are clarified and described.
Symptoms are aggregated into syndromes in the hope that each will be associated with a specific aetiology, treatment or natural history. Medicine proceeds by splitting syndromes apart to discover associations with the subgroups, and when this fails, lumping them together again. In this way neurosis has been split into depressive, somatoform and anxiety types, the latter into anxiety and phobic neuroses, and now the phobias into specific, social and agora phobias. As agoraphobia that is not mediated by the fear of panic does not appear to be Tyrer, basing his case on the temporal instability of non-phobic anxiety and depressive symptoms over a 2-year period", and on a trial of treatment which showed no association between treatment type and diagnosis" (but as no treatment type was better than placebo the proper conclusion is that the treatments were not tested), is clearly on the side of the lumpers. Roth, basing his position on the clarity with which the different syndromes could be distinguished clinically and statistically, is on the side of the splitters. Panic/agoraphobia, social phobia and obsessive compulsive disorder all run in familiesv" and while the general predisposition to neurosis (as measured by the Eysenck neuroticism scale) is in part genetically determined, the question of interest is whether some additional genetic factor determines the key feature of each disorder. The genes that determine neuroticism also determine the non-specific symptoms of anxiety and depression", but there is evidence for an additional small genetic contribution to the symptoms of panic'", and to other specific fears. However having an isolated sympton is not equivalent to meeting criteria for a specified disorder and a recent study of the lifetime diagnoses among a large sample of twins could not find evidence for the specific inheritance of the major neuroses (neurotic depression, panic/ agoraphobia, social phobia, obsessive compulsive disorder, generalized anxiety disorder), only for the inheritance of a general predisposition to them--, During the past 6 years an Australian project has systematically reviewed the treatment of the major neuroses 12 -16 • The tricyclic antidepressant drugs were found to reduce symptoms in all five disorders mentioned above, and while there may be some specificity in the relation between type of antidepressant and type of illness, a general beneficial effect that is independent of diagnosis was evident. The situation with the cognitive behaviour therapies is similar. These cognitive behavioural techniques when used together (not just relaxation alone). are significantly better than placebo in all five disorders, and while the detail of the therapy varied according 
